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1 )I3 Responsive to communication(s) filed on 26 July 2006 . 
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3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
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DETAILED ACTION 
Information Disclosure Statement 

1. The information disclosure statements filed 9/27/2004; 1/27/2005; 3/1 1/2005; 7/25/2005; 
and 5/8/2006 have been considered and made of record. 

Specification 

2. The disclosure is objected to because of the following informalities: On page 7, line 30, 
"Figure 9B" should be -Figure 8B-, 

Appropriate correction is required. 

Claim Rejections - 35 USC § 112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

4. Claims 13, 14 and 16-18 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

In claims 13 and 14, "said forming" lacks antecedent basis. 

In claim 16, line 4, "the assay plate" lacks antecedent basis. Also, how can an array of 
samples be prepared when the claim only requires "at least one raised pad"? 

Claim Rejections - 35 USC § 102 
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5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section .122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 

patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 



6. Claims 1-8 are rejected under 35 U.S.C. 102(b) as being anticipated by Monks et ai.(US 
6,022,700). 

With respect to claim 1, the reference of Monks et al. discloses an assay plate including a 
substrate (20) having a substrate surface (24), at least one raised pad (22) extending from said 
substrate surface and having a substantially planar sample receiving surface configured for 
holding a sample thereon (See column 1, line 62, to column 2, line 7, and column 6, lines 47-49). 

With respect to claim 2, the raised pad (22) includes at least one sidewall coupling the 
sample receiving surface to the substrate surface (See colunrn 7, lines 2-4). 

With respect to claims 3 and 4, the angle between the sidewall and the sample receiving 
surface is aroimd 90 degrees (See column 7, line 4). 

With respect to claim 5, the assay plate can have a number of different arrays of pads 
(See column 8, lines 9-25). 

With respect to claim 6, the diameter of the pads are around 5nmi when provided in an 
array of 96 pads (See column 7, lines 19-25). 

With respect to claim 7, the reference discloses the use of a plurality of raised pads (22). 
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With respect to claim 8, the reference employs the disclosed device by depositing a 
sample in the first end of the raised pad (22) and performs an experiment using the sample on the 
pad (See column 4, line 30, to column 5, line 44). 

7. Claims 1-4, 7 and 8 are rejected under 35 U.S.C. 102(2) as being anticipated by Webb et 
al.(US 2003/0124029). 

With respect to claim 1, the reference of Webb et al. discloses an assay plate including a 
substrate (10) having a substrate surface (12), at least one raised pad (5) extending from said 
substrate surface and having a substantially planar sample receiving surface configured for 
holding a sample thereon (3). 

With respect to claim 2, the raised pad (5) includes at least one sidewall coupling the 
sample receiving surface to the substrate surface (See Figure 2A). 

With respect to claims 3 and 4, the angle between the sidewall and the sample receiving 
surface is around 90 degrees (See Figure 2A). 

With respect to claim 7, the reference discloses the use of a plurality of raised pads (5). 

With respect to claim 8, the reference employs the disclosed device by depositing a 
sample in the first end of the raised pad (3) and performs an experiment using the sample on the 
pad (See Example 1). 

Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 



9. . The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 



10. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. AppUcant is advised of the obhgation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicabihty of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

11. Claims 12-15 and 19-21 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Monks et al.(US 6,022,700). 

The reference of Monks et al. has been discussed above. 

With respect to claim 12, while the reference is silent as to whether or not the sample 
contacted with the first end of the support forms a "raised droplet". 



1. 
2. 
3. 
4. 



Determining the scope and contents of the prior art. 

Ascertaining the differences between the prior art and the claims at issue. 

Resolving the level of ordinary skill in the pertinent art. 

Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 
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The reference of Monks et al. discloses that first end of the support member can be "from 
about 0.5mm to about 5.0mm (See column 7, line 67). 

As a result, based on the specific diameter of the support member, the material of the first 
end and/or the properties of the test sample, one of ordinary skill in the art would recognize that 
when performing a wet chemistry assay and/or preparing the support ends with sample, the 
surface tension of the Hquid employed relative to the diameter and/or surface properties of the 
material of construction would form a liquid droplet, if not, the Uquid would not be capable of 
being supported by the end of the support in the absence of a containment sidewall. 

With respect to claims 13 and 14, while the reference is silent as to the specific method of 
manufacturing the device, based merely on the intended size of the support members and/or the 
intend material to employ, it would have been obvious to one of ordinary skill in the art to 
determine the optimum manner in which to manufacture the device using any art recognized 
techniques including, molding, etching, machining, etc. while providing the intended device of a 
specific material of manufacture including the support members of a desired dimension. 

With respect to claim 15, while the reference discloses the use of a first sample (a 
chemical the enhances attachment (See column 6, lines 53-63)) and the use of tissue sections 
(See colunm 3, line 20), the reference does not specifically disclose the combination of the 
attachment chemical with the tissue section. However, in view of the entire disclosure of the 
reference, it would have been obvious to one of ordinary skill in the art to employ a chemical to 
enhance attachment of a tissue to the support member end for the known and expected result of 
ensuring that the tissue sample remains attached to the end of the support during use. 
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With respect to claims 19-21, while the exemplified embodiments of the device of Monks 
et al. is made of glass, the reference discloses that the planar substrate can be made of other 
materials including polymers and metals (See column 11, lines 63-67), both of which are flexible 
materials. 

In view of this disclosure, it would have been obvious to one of ordinary skill in the art to 
manufacture the device with a substrate that is flexible for the known and expected result of 
providing an alternative material of construction as is suggested in the art. 

The resulting device would include an array of samples supported on the sample 
receiving surfaces and can be considered a "transdermal delivery device" in the absence of 
further positively recited structure. 

12. Claims 9 and 10 are rejected under 35 U.S.C. 103(a) as being unpatentable over Monks et 
al.(US 6,022,700) in view of Lichtenwalter (US 2001/0046682). 

The reference of Monks et al. has been discussed above. 

Claims 9 and 10 differ by reciting that the sample is dried before performing the 
experiment and/or a second sample is added to the first and dried in a separate step. 

The reference of Lichtenwalter discloses that it is known in the art to perform a binding 
assay wherein a second sample is contacted with a first dried sample. The first sample is dried 
so as to maintain the first sample in a stabiUzed form. After contacting the first dried sample 
with a second sample, the resulting mixture is dried for analysis (See the abstract). 

In view of this teaching, it would have been obvious to employ the assay device of the 
primary reference of Monks et al. in the manner suggested by the reference of Lichtenwalter for 
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the known and expected benefits provided of the assay of the reference of Lichtenwalter while 
providing the structural benefits of the contacting device of the reference of Monks et al. 

13. Claims 9 and 1 1 are rejected under 35 U.S.C. 103(a) as being unpatentable over Monks et 
al.(US 6,022,700) in view of Clayton et aL(US 5,182,216). 

The reference of Monks et al. has been discussed above. 

Claims 9 and 1 1 differ by reciting that the sample is dried before performing the 
experiment and/or the sample is coated on the surface using a plurality of adding and drying 
steps. 

The reference of Clayton et al. discloses that it is known in the art to coat the surface of a 
solid support of an assay device using a plurality of application and drying steps (See column 6, 
lines 15-18). 

In view of this teaching, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to coat the surface of the device of the primary reference using 
the method disclosed by the reference of Clayton et al. when employing the device in a solid 
phase immunoassay the requires a thick coating of reagent. 

Double Patenting 

14. The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g.. In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); /« re 
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Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F,2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR l,321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be conunonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attomey or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fiiUy comply with 37 CFR 
3.73(b). 

15. Claims 16-18 are rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claims 34-37 of U.S. Patent No. 6,908,760. An 
obviousness-type double patenting rejection is appropriate where the conflicting claims are not 
identical, but an examined application claim not is patentably distinct from the reference claim(s) 
because the examined claim is either anticipated by, or would have been obvious over, the 
reference claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re LongU 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985). Although the conflicting claims are not identical, they are not 
patentably distinct firom each other because instant claims 16-18 are generic to all that is recited 
in claims 34-37 of U.S. Patent No. 6,908,760. That is, claims 34-37 of U.S. Patent No. 
6,908,760 fall entirely within the scope of instant claims 16-18 or, in other words, instant claims 
16-18 are anticipated by claims 34-37 of U.S. Patent No. 6,908,760. 



16. Claims 19-21 are provisionally rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 94, 95 and 106 of copending Application No. 
10/556,996. An obviousness-type double patenting rejection is appropriate where the conflicting 
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claims are not identical, but an examined application claim not is patentably distinct from the 
reference claim(s) because the examined claim is either anticipated by, or would have been 
obvious over, the reference claim(s). See, e.g.. In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 
(Fed. Cir. 1998) Jn re Goodman, llF.3dl046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 
759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985). Although the conflicting claims are not identical, 
they are not patentably distinct from each other because instant claims 19-21 are generic to all 
that is recited in claims 94, 95 and 106 of copending Application No. 10/556,996. That is, 
claims 94, 95 and 106 of copending Apphcation No. 10/556,996 fall entirely within the scope of 
instant claims 19-21 or, in other words, instant claims 19-21 are anticipated by claims 94, 95 and 
106 of copending Application No. 10/556,996. 

1 7. This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Conclusion 

1 8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to William H. Beisner whose telephone number is 571-272-1269. 
The examiner can normally be reached on Tues, to Fri. and ah. Mon. from 6:15am to 3:45pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gladys J. Corcoran can be reached on 571-272-1214. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published appUcations 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



William H. Bfei^ 
Primary Examiner 
Art Unit 1744 
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